A perspective on risks that impede development of drugs to modify the course of Alzheimer's disease: can they be reduced?
Discovery, development, and testing of new drugs with novel mechanisms and new indications are extremely risky. The number of new drugs introduced into clinical practice with new mechanisms and novel indications has not increased during recent years in spite of advances in biologic science. The sources of uncertainty leading to failure in drug development are discussed in three categories: biologic or target risk, clinical development uncertainty, and market uncertainty. Efforts to develop drugs that modify the course of Alzheimer's disease and/or delay the initial clinical manifestations of disease are subject to all three types of risk. Opportunities for government, academic researchers, advocacy groups, and the pharmaceutical industry to mitigate some of these risks and possibly speed the introduction of new therapies are mentioned.